






CellSearchTm Epithelial Cell Control 5 10(k) Pre-Market Notification

2.3 510(k) Summary JUN 2 8 2004
This summary of 5 10(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

Theassigned510(k~n umberis:/<C>QOj V

2.3.1 Submitter Name, Address, Contact Information

Veridex, LLC

A Johnson and Johnson company

1001 US HWY 202

Raritan, New Jersey 08869-0606

Contact Person: Debra J. Rasmussen

Director, Regulatory Affairs

Veridex, LLC

Telephone: (908) 704-3942

Fax: (908) 704-3122

Email: drasmusl~vrxus~jnj.com

2.3.2 Preparation Date

Date 5 10(k) Summary Prepared: March 31. 2004

2.3.3 Device Name and Device Classification Information

Trade or Proprietary Name: CellSearchTm Epithelial Cell Control Kit

Common or Usual Name: Epithelial Cell Control,

Hematology Quality Control Materials

Classification Name: Control, Hematology Quality Control, Mixtures

Product Code: NRS

Device Classification: 1I

Classification Panel: Hematology and Pathology Devices

Regulation Number: 21CFR 864.8625

2.3.4 Establishment Registration Number

Pending.
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CellSearchTM Epithelial Cell Control 510(k) Pre-Market Notification

2.3.5 Special Controls under 513(b) and 514

No Special controls have been issued for in vitro devices under sections 513 and 514.

Not applicable.

2.3.6 Predicate Device

The CellSearch TM Epithelial Cell Control Kit is substantially equivalent to the

Control Cell Kit cleared with the CellSearch Epithelial Cell Kit/Cellspotter 510(k)

#K031588.

2.3.7 Device Description

The CellSearchTM Epithelial Cell Control contains single-use vials of fixed cells from

a breast carcinoma cell line (SKBR-3). Each vial contains two populations of cells for

high and low level control. A CellSearch M Epithelial Cell Control vial is substituted

for a patient sample to verify the performance of the CellSearch M Epithelial Cell Kit

reagents (K031588), sample processing by the CellTracks® AutoPrep System

(K040077), and cell analysis by the CellSpotter® Analyzer(K031588).

Each single use vial in the CellSearchTM Epithelial Cell Control Kit contains two

populations of SKBR-3 cells at different concentrations (low and high). The two cell

populations are distinguished from each other by use of fluorescent dyes that are

specific for each population. This permits simultaneous enumeration of low and high

control cell populations by the CellSpotter® Analyzer. The control cells are fully

compatible with CellSearchTM Epithelial Cell Kit reagents and are magnetically

captured by the CellSpotter® Analyzer and acquired as images that are displayed to

the user for final classification. The cells are differentiated as control cells by the

detection of fluorescence in the high or low control channels of the CellSpotter®

Analyzer.

The CellSearch TM Epithelial Cell Control Kit contains 24 single-use bottles of

CellSearchTM Epithelial Cell Controls. Each bottle contains 3.5 mL of two

populations of fixed SKBR-3 cells (a human breast carcinoma derived cell line) in

Histopaque®(SigmAldrichTtadcmalk), 5% bovine serum albumin and 0.1% sodium

azide.
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The standard deviation is that which is anticipated for single determinations of the

epithelial cell controls at the two levels (high and low) in a number of different

laboratories using different reagent batches.

2.3.8 Device Intended Use

The CellSearchTM Epithelial Cell Control kit is intended for use as an assayed control,

when performing the CellSearch TM Epithelial Cell Kit assay on the CellSpotter®

Analyzer/CeIlTracks® AutoPrep System, to ensure that the sample detection and

identification systems are working.

2.3.9 Summary Comparison to Predicate Device

The CellSearchTM Epithelial Cell Control Kit is substantially equivalent to the

Control Cell Kit cleared with the CellSearch Epithelial Cell Kit/Cellspotter 510(k)

#K031588 and does not raise any new questions regarding safety and effectiveness.

Table 2.1 lists the characteristics of the CellSearchTM Epithelial Cell Control Kit

(new device) and the Control Cell Kit (predicate device).
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Table 2.1. Summary Comparison of New Device and Predicate Device
Device CellSearchTM Epithelial Cell Control Cell Kit

Characteristic Control Kit (Predicate device)
(New device)

Intended use The CellSearch TM Epithelial Cell The Control Cell kit is for use

Control kit is intended for use as an as an assay control, when

assayed control, when performing the performing the CellSearchTM

CellSearch TM Epithelial Cell Kit o assay, to ensure that the
the CellSpotter® sample detection and

Analyzer/CellTracks® AutoPrep identification systems are
System, to ensure that the sample working.
detection and identification systems
are working.

Cells Breast cancer cell line (SKBr-3) Same

Fixative Paraformaldehyde Same

Matrix of controls Histopaque 1083, 5% Bovine Serum Phosphate Buffered Saline,
Albumin, 0.1% sodium azide 5% Bovine Senrm Albumin,

0.1% sodium azide

Control Cell Levels; Two populations of cells; High (1000 One (high) cell population,

Expected Target cells/test); Low (50 cells/test) 1000 cells/test
values
Dyes used to pre- DiOC 16(3) for high control cell DiOC 16(3) for high control

label cells population; DiIC18(5) for low cell population.
control cell population.

Tests/vial Unit dose (one test/vial); 24 tests per 10 tests/vial; 10 tests per kit
kit

Note: On Table 2.1 the differences are bolded.

2.3.10 Summary of Assessment of Performance Data

Data are presented that demonstrate the use of the controls to assess the performance

of the CellSearchTM Epithelial Cell Kit using the CellSpotter® Analyzer and

CellTracks® AutoPrep System when detecting and enumerating circulating tumor

cells (CTC) in whole blood. Included in this 510(k) submission is the performance

data that describes the assessment done to verify the CellSearchTM Epithelial Cell

Control function, demonstration that the Control Matrix is substantially equivalent to

whole blood for the CellSearch Assay, and has acceptable precision. The assay

results support that the controls can monitor that assay performance is working.
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